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Disposition of Claims 

4) ^ Clalm(s) 21-24 and 28-36 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 21-24 and 28-36 is/are rejected. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1 .1 14. Applicant's submission filed on 17 
October 2007 has been entered. 

Claim Objections 

Claims 21-24 and 28-36 are objected to because "the" (immediately preceding 

"opening") should be changed to --an--, since a sacroiliac joint comprises an opening, 
but a specific location (i.e. "the opening") within the joint has not been set forth. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to mal^e and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 21-24 and 28-36 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
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convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Applicant cites "page 1 , lines 27-31" 
of the specification as "literal" support for the amendment (see Applicant's Remarks, 
page 6, first paragraph). However, the cited passage does not provide support for 
inserting an immobilization/fusion element into an opening of the sacroiliac joint along 
the crack of the joint or extra-articular recess..." as now claimed, but rather provides 
support for positioning a cutting guide to align a cutting element w'Ah'm the sacroiliac 
joint, etc. An immobilization/fusion element is neither a cutting guide nor a cutting 
element. Therefore, it is not seen how this passage provides support for the new claim 
language. Moreover, it is noted that there is no "darkened area" in Figure 3, as 
asserted by Applicant, aside from a simple line indicating the shape of the bone (see 
Remarks, page 7, lines 20-23). All Figure 3 appears to show is a bone screw passing 
into a sacrum. The specification merely says that Fig. 3 shows a sacroiliac joint 
immobilized with a screw (see, e.g.. Brief Description of the Drawings and page 7, lines 
1 0-1 1 .) The description does not say how the screw immobilizes the joint and it would 
appear the screw goes though bone to accomplish the immobilization. Accordingly, the 
claims have been interpreted without giving undue weight to the unsupported new 
matter. 



Application/Control Number: 10/797,481 Page 4 

Art Unit: 3733 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 21-23, 28, 29, 32, 33 and 36 are rejected under 35 U.S.C. 102(b) as 
being anticipated by the Cain (U.S. Patent Number 5,334,205). 

Cain discloses a method for immobilizing a patient's sacroiliac joint comprising 
inserting an immobilization/fusion element into the opening of the sacroiliac joint 
between the ilium, 56, and the sacrum, 54, through a cannula, e.g. 68, that is placed 
through an incision formed in the patient, drilling a region at the sacroiliac joint through 
the cannula, and placing a guide pin, e.g. 70, through the cannula, further including a 
trocar, e.g. 66, self-tapping screws, e.g. 58, and a drilling guide (see figures 3-5 and 
column 4, lines 4-48). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cain 
(U.S. Patent Number 5,334,205) in view of Chang et al. (U.S. Patent Publication 
Number 20020099288) 

Cain discloses the claimed method except for the use of real time imaging. 
Chang et al. discloses the use of real time imaging in order to guide the placement and 
orientation of an object (see paragraph 0013 and paragraph 0032). It would have been 
obvious to one skilled in the art at the time the invention was made to incorporate in the 
method of Cain the use of imaging in view of Chang et al., in order to guide the 
placement and orientation of the pin. 

Claims 30 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cain (U.S. Patent Number 5,334,205) in view of Bowman et al. (U.S. Patent 
Number 4,950,270). 

Cain discloses the claimed invention except for the screw being associated with 
or coated with a biologically active agent. Bowman discloses a screw and teaches that 
the screw is constructed and/or coated with a biocompatible material and teaches the 
use of biocompatible material to allow for permanent or long term placement in 
association with cancellous bone and soft tissues and to promote osteointegration (see 
Column 3, lines 13-17). It would have been obvious to one skilled in the art at the time 
the invention was made to construct the device of Cain with the screw being associated 
with or coated with a biologically active agent in view of Bowman, in order to allow for 
permanent or long term emplacement in association with cancellous bone and soft 
tissues and to promote osteointegration. 
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Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cain 
(U.S. Patent Number 5,334,205) in view of Helland (4,488,542). 

Cain discloses the claimed invention except for the immobilization/fusion element 
being an unthreaded pin. It would have been an obvious matter of design choice to one 
skilled in the art at the time the invention was made to construct the 
immobilization/fusion element without any threads, for example, to reduce cost or 
facilitate placement of the element in bone, since applicant has not disclosed that doing 
so solves any stated problem or is anything more than one of numerous shapes or 
configurations a person ordinary skill in the art would find obvious for the purpose of 
providing an immobilization/fusion element for the joint. In re Dailey and Eilers, 149 
USPQ 47 (1966). Moreover, bone pins and bone screws are very well-known functional 
equivalents in the art for providing fixation of bone, and either could be used by a 
person having ordinary skill in the art (e.g., an orthopedic surgeon) as desired and/or to 
accommodate individual patient conditions. For example, Helland teaches that internal 
bone fractures may be fastened by means such as screws, nails, pins, etc. Therefore, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to have substituted a pin for a screw as the immobilization/fusion element, as 
desired and/or to best accommodate individual patient conditions, in view of Helland, as 
such would amount to nothing more than the substitution of functionally equivalent 
structures that are known in the art for treating bone. 

Claim 35 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cain 
(U.S. Patent Number 5,334,205) in viewof Skiba (5,743,914). 
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Cain discloses the claimed method except for explicitly reciting that the 
immobilization/fusion element could have a central channel and be inserted over a 
guide pin. Again, although such a well-known and obvious feature should not even 
require any belaboring, it is noted that Skiba (for one example) shows a bone screw and 
teaches that it may be provided with a central channel and be inserted over a guide pin 
to "ensure optimal placement of the screw and, thus, proper mending of the bone 
structure." (col. 6, lines 39-55). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to likewise have provided the 
immobilization/fusion element of Cain with a central channel and to have inserted it over 
a guide pin, in view of the knowledge generally available to a person having ordinary 
skill in the art and numerous prior art references, including Skiba, in order to, for 
example, ensure optimal placement of the screw and proper mending of the bone 
structure. 



Response to Arguments 

Applicant's arguments filed 17 October 2007 have been fully considered, but they 

are not persuasive. 

The immobilization/fusion element shown in Cain is inserted into an opening of a 
sacroiliac joint and is through and necessarily between the ilium and sacrum (for 
example, as it does not circumvent or in any way go up, over and/or around these 
bones). Thus, the element is between the ilium and sacrum at least because it is 
between the bones as by the boundaries of the same. Moreover, (and in response to 
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Applicant's argument on a technicality that depends on the removed bone material), the 
element is also literally between the bone material, for example, as viewed along a non- 
axial (with respect to the element), or angularly offset, frame of reference. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies, 
for example at page 9, lines 10-14, "initially penetrating and directly accessing the 
sacroiliac joint," are not recited in the rejected claim(s). Although the claims are 
interpreted in light of the specification, limitations from the specification are not read into 
the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

Applicant's remaining arguments are moot in view of the rejections and remarks 
already set forth above. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Comstock whose telephone number is (571) 272- 
4710 (a detailed message should be left if Examiner is unavailable). If attempts to 
reach the Examiner by telephone or voicemail are unsuccessful, the examiner's 
supervisor, Eduardo Robert, can be reached at (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/David Comstock/ 
Examiner, Art Unit 3733 

/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



